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DETAILED ACTION 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1-13 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 1 recites the limitation "the resilient action" in the last line of the claims. There is 
insufficient antecedent basis for this limitation in the claim. Claims 2-13 depend upon claim 1 
and inherit all problems with the claim. 

Claim 4 recites the limitation "the end wall" in line 2. There is insufficient antecedent 
basis for this limitation in the claim. 

Claim 9 recites the limitation "the end wall" in line 3. There is insufficient antecedent 
basis for this limitation in the claim. 

Claim Rejections - 35 USC § 101 

Claim 1 1 is rejected under 35 U.S.C. 101 because the claimed invention is directed to 
non- statutory subject matter. The claim positively claims a portion of the body as part of the kit, 
portions of the body considered non-statutory subject matter. The claim recites, "endoprosthesis 
being against the inside surface of a duct", which recites a positive relationship between the 
prosthesis and duct. It is suggested to change the above to recite --endoprosthesis for placement, 
adapted for placement, etc against the inside surface of a duct--. 

Claim Rejections - 35 USC § 102 
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The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 2 1(2) of such treaty in the English language. 

Claims 1-9, 11, and 12 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Garrison et al. (US 6,425,916 Bl ). Garrison discloses a kit (fig. 9) comprising a tubular 
endoprosthesis (8) and a prosthetic valve (6), the valve for removably implanting in the 
endoprosthesis (is unattached separate component, thus has capability of being removed 
therefrom), the valve(6) having a deformable carrier frame (26), flexible shutter (38), and 
centripetal compression means (100 or 34 act as means as they are capable of being grasped by a 
tool; further, windings of frame28, 30 or 32 may act as means also) for compressing the carrier 
frame. Garrison discloses the shutter (38) to be a pouch having an orifice (seen in fig. 11), the kit 
being hemispherical at a wall (leaflets 39 form cupped surface when closed; fig. 29, 30). 
Garrison discloses the compression means to comprise a clamp having branches (each branch 
being considered a strut of 28 or 30) connected at a common region (bend in frame), the 
branches connected to the shutter (see fig. 9, 10, 29, 30) in a connection segment and the 
branches (struts) having a drive segment (for example 32) capable of co-operating with a clamp 
member (has such capability of being grasped by a tool). Garrison discloses the branches (struts 
of frame) to be welded together, fork shaped, and deformable (fig. 9, 10, 29, 30). Garrison 
discloses the valve (6) to have threads (sutures (col.5, lines 44-48) connecting the pouch (38) to 
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the branches (struts of frame). Garrison discloses the valve (6) disposed inside the tubular 
endoprosthesis (8). Garrison discloses implanting the endoprosthesis (8) and valve (6) 
endoluminally (fig. 17-19, 23-26). The valve is considered removable (capable of being 
removed). 

Claims 1-3 and 11-13 are rejected under 35 U.S.C. 102(e) as being anticipated by Vesely 
(US 6,530,952 B2). Vesely discloses a kit comprising a tubular endoprosthesis (10 or 100; fig.2, 
10) and a prosthetic valve, the valve for removably implanting in the endoprosthesis, the valve 
having a deformable carrier frame (21 or 1 10), flexible shutter (120), and centripetal 
compression means (144 or 180) for compressing the carrier frame (col. 13, lines 60-62). Vesely 
discloses the shutter (120) to be a pouch and having an orifice (seen in fig.27a). Vesely discloses 
the valve disposed inside the tubular endoprosthesis (fig.27a). Vesely discloses implanting the 
endoprosthesis (10 or 100) and valve (21 or 1 10) endoluminally (through a lumen) and removing 
the valve and replacing it with a new one (col.3, lines 1 1-12; col. 5, lines 5-10; col.9, lines 1-5). 

Claims 1, 2, 4, and 1 1-13 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Fogarty et al. (US 6,939,365 Bl). Fogarty discloses a kit comprising a tubular endoprosthesis 
(2) and a prosthetic valve (68), the valve for removably implanting in the endoprosthesis 
(inserted in fig.69, 70, removed in fig.82-84), the valve (68) having a deformable carrier frame 
(frame shown deformed in fig. 84), flexible shutter (leaflets seen in fig.69, 70; col. 13, lines 1-4), 
and centripetal compression means (gap322) for compressing the carrier frame (figs. 82-84). 
Fogarty discloses the shutter to be a pouch (see fig.69, 70). Fogarty discloses the valve (68) 
disposed inside the tubular endoprosthesis (2). Fogarty discloses implanting the endoprosthesis 



Application/Control Number: 1 0/583,65 8 Page 5 

Art Unit: 3738 

and valve endoluminally (through the lumen, fig.53, 69) and removing the valve (fig. 84) and 
replacing it with a new one (col. 14, lines 25-41). 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Vesely (US 
6,530,952 B2). Vesely discloses a kit substantially as claimed. Vesely discloses a carrier frame 
(21 or 1 10) having a constriction strand (32; fig.24, 26, 30) engaged around the frame. Vesely 
has shown a frame (21, 110) and disclosed the possibility of alternate valve frame to be used 
with the invention (col. 8, lines 24-30), however is silent to mention specifics (such as the 
claimed mesh frame). It would have been obvious to one having ordinary skill in the art at the 
time the invention was made to combine Vesely's kit with valve frame and disclosure of 
alternate frame structures, with a know mesh frame, since such a frame is known in the art and 
would be considered an "alternate" frame structure used by Vesely. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CHERYL MILLER whose telephone number is (571)272-4755. 
The examiner can normally be reached on Monday-Friday 7:30am-5:00pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on (571) 272-4755. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Cheryl Miller/ 
Examiner, Art Unit 3738 

/Corrine M McDermott/ 

Supervisory Patent Examiner, Art Unit 3738 



